Electro-Cap International, inc.

'DECLARATION OF CONFORMITY

ooooooooo

We . .ELECTRO-CAP INTERNATIONAL, INC.

(supplier's name)

1011 WEST LEXINGTON ROAD, EATON, OHIO 45320 USA

(address)

declare under our sole responsibility that the product

E.&F.EI.ER..E&E...?X.?.I.E!!...Q.E....E.}:.EEI&QP.E...A.I.’.?.L.I%..TI
(ECECTRO-CAP SYSTEM TNCLUDES ALL ELECTRO-CAP MARUERCTURED YTERS ”LIS‘I’ED
ON THE PRICE SHEET DATED JANUARY 1, 2009 ATTACHED HERETO).

to which this declaration relates is in conforinity with the following standard(s) or other nor-
mative document(s) .

COURCIL DIRECTIVE. 93/42/EEC OF 14 JUNE 1993 CONCERNING MEDICAL DEVICES

THE PRODUCT(S) IS A CLASS 1 NOT STERILE- PRODUCT FOLLONING ANNEX IX OF
MEDICAL EC DIRECTIVE 93/42/EEC

(lf pplicable) followmg the provisions of !@QIQA&..QI.RE.QI.I.YE...&&[&Z[EEC. .. Directive.
~-and in compliance with Directive 2007/47/EC ,
- NOTIFYING AGENT AND EUROPEAN AUTHORIZED REPRESENTATIVE FOR CE MARK RESPONSIBILITIES.
ELECTRO-CAP CENTER B.V.
"POSTBUS 140
2420 AC NIEUKOOP, NETHERLANDS Digitally signed by Ermicev Alexand
TEL: 0172"572389 . X ) 1 1. Yy signe y .I”IH.ICCV exandr
FAX: 0172-579659 , Rosons MoldSton Simmate. |

Location: Moldova

ELECTRO-§AP INTERNATIONAL, INC.'

EATON, OHIO USA
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7
(Place date ot issua) - (namomdugnanmaoqmval/nt maring
of authorized person)
WILLIAM N. HARDIN, PRESIDENT
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